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DETAILED ACTION 

Claims included in the prosecution are 1-16. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 3, 1 0-1 3 and 1 6are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The examiner suggests the deletion of 'including' in claim 3. 'any' is an indefinite 
term. Specific methods should be recited. 

'any composition renders claim 10 indefinite; specific compositions should be 
recited. 

It is unclear as to what 'polysorbate 80/85 is intended to convey in claim 1 1 . 
It should be 'said condition in claim 9' in claim 13. 

What is being conveyed in claim 16? What are the conditions to be treated?, 
'What is being conveyed by 'influenced'? influenced by what? The examiner suggests 
the deletion of 'including' and amend the claim to recite clearly the conditions to be 
treated. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

4. Claims 1 -1 1 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Schneider (6,258,378) of record. 

Schneider discloses a method of delivery of biologically active substances 
encapsulated in liposomes or microparticles and applying ultrasound. Antibodies are 
attached to the surface of the liposomes to selective targeting (col. 2, line 62 through 
col. 6, line 67, Examples and claims). 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Mitragotri 
(5,814,599). 

Mitragotri discloses transdermal delivery of active agents encapsulated in 
liposomes or microparticles and applying ultrasound (col. 4, line 55 through col. 6, line 
1 1 , examples and claims). 

6. Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Morrison 
(6,099,864). 

Morrison discloses a method of delivery of biologically active substances 
encapsulated in liposomes or microcapsules and applying various forms of energy such 
as light, microwave and ultrasound (col. 5, line 60 through col. 1 1 , line 6, Examples and 
claims). 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schneider or Morrison cited above in view of Micklus (200/0025313) or vice versa. 

Schneider as discussed above discloses a method of delivery of biologically 
active substances encapsulated in liposomes or microparticles and applying ultrasound. 
Antibodies are attached to the surface of the liposomes to selective targeting (col. 2, line 
62 through col. 6, line 67, Examples and claims). Schneider however, does not teach 
that the antibodies to be anti-transferrin antibodies to carry the liposomes across the 
blood-brain barrier. 

Morrison as discussed above discloses a method of delivery of biologically active 
substances encapsulated in liposomes or microcapsules and applying various forms of 
energy such as light, microwave and ultrasound (col. 5, line 60 through col. 1 1 , line 6, 
Examples and claims). Morrison however, does not teach that the antibodies to be anti- 
transferrin antibodies to carry the liposomes across the blood-brain barrier. 

Micklus teaches that drugs can be transported across the blood-barrier using 
liposomes attached to anti-transferrin antibodies. The therapeutic agents include those 
used for the treatment of Parkinson's disease, conditions associated with pain, 
disorders of movement, cognition and behavior and chemotherapeutic agents (0009- 
0036, Examples and claims). What is lacking in Micklus is the use of ultrasound to 
release the active agent from the liposomes. 

It would have been obvious to one of ordinary skill in the art to use anti 
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transferrin antibodies as the specific antibodies taught by Schneider or attach antibodies 
to the liposomes of Morrison since such a use would enable the liposomes cross the 
blood-brain barrier if the conditions to be treated are such as Parkinson's disease, pain 
management and others as taught by Micklus. Alternately, to use ultrasound to the 
liposomes of Micklus would have been obvious to one of ordinary skill in the art since 
Schneider teaches that the active agents are released by such treatment. Although 
Schneider, Morrison, and Micklus do not teach viral vectors (nucleic acids) or gene 
therapy since they teach therapeutic agents in general and since nucleic acids are well- 
known in the art as therapeutic agents, it would have been obvious to one of ordinary 
skill in the art to use these therapeutic agents with a reasonable expectation of success. 

9. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mitragotri 
(5,814,599). 

Mitragotri as discussed above discloses transdermal delivery of active 
agents encapsulated in liposomes or microparticles and applying ultrasound. The 
therapeutic agents include nucleic acids (col. 4, line 55 through col. 6, line 11, examples 
and claims). Mitragotri however, does not specifically teach that the nucleic acids are 
viral in origin. In the absence of showing the criticality, it is deemed obvious to one of 
ordinary skill in the art to use viral nucleic acids in Mitragotri with a reasonable 
expectation of success. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
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(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Krass Frederick can be reached on (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gollamudi S Kishore/ 

Primary Examiner, Art Unit 1612 

GSK 



